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L EMiof. F. Hahw Ph. 12, declare that i am the bOciaornt. 1 an; Fwndiar wsth the invention 
described in the above nkuhik:'. application ;:-:d the Ohooiiw tests have been carried out 
at my direction to evaluate the accuracy of splitting tablets .made according to the 

splitting of sco red tabiots of commercially obtained i onwaOsvm V n , m( \ Toproi 
\L tablet? 

Bi- layer tablets according, to the i are odors disclosed in the above idiemlflod applicabon 




placebo for the second Pare scored) layer. The tablets were sampled during the 
compression process and the iotPwOtvg test data were obtained: 









a • • . 1 



20 tablets were u?ed in the tablet splitting a> haeh table! was weighed isa preelsio 
mass balance and the weigh;, of the whale tablet (W1";- was decatoeated hs grams. One 
attempt was made to split each tablet into halves, baeh tablet was opht by hand bnwagl 



we woo - . i 

1 tablet weight (IHW) defined as 3(1% oi the iotaet WT weight, ie order t; 
:he tablet sphth.ee: aeenraey. 



abbots, ntaale according to the above identified appheahon Iron- the 1 i ! \V . Ad of 
deviations ot the 1 1 weights an/ below 3.5%, where 63% deviate bv 2.5% or less and 
1 h% deviate 1 .5% or baa 



J&iSav •«««« Swsfs !«* 



aly spoaaonnl by Aecs.n Break Ibeanwaenhcals. lac, bte owrserol the above 

wheat eanladoey ebon: ataaapted to manually sola 5 tablets each (total oh tablet 
g) at hhaenadln raw;, haaesln 1 1 % 25 and (enrol Xb etaae. 



c cosvrp 5 



a iahhds ' >>(V\J > rho comparison, which raugo wo - 35 m\4 mi- 
and 176 IF). 



>ikm labia is VS. ( $ afcl«t 

TsbM Fragment Distribution from fcteaf Half Tablet Weight 




0-1.5 ! .5-2.5 2.5-3.5 3.5-5 5-10% tQ-15% 15-20% 
P»rc*«t of Observation Dhf? io^ioo from Tafefet W<?J«o? 

FIG. 2 



Ail cfihc TP of she tablets made according m the mveotlon described in the ;< 



spread out over * larger range. The high var 
a rssk So patterns particularly in ihe ease of ^ 




with a standard deviation (*f I 7%. dike In the case of Coumadin S.rng TP 
deviations from !HW spread out over a large range. 



invention Tablets VS. Toprol SOmg Tablet 
T&bM Fragment Distribution from meat Kaif TabbiWrnght 




ad% of; opof XI. 1 1 fieviamd dxaa II I W In - N or more, erhem 40 ; X devanc 

more than 5% from " w " mere Mam p;m v am ' \ 

On average, the deviation of soomo I enrol XI. SOmg 1 F from IHW was 5.4f -i 



after one aUe.mpr (6 ] % of taldetm. Theodore padenta requiring to apl.it those 



tablets would find difficulty in do hag so., wlnereas ah oih.be tablets made aceon. 
to the above identified application. - - i on first attempt. 



Variations a- weight of the tablet bugme;us should be interpreted as variations in the c 

hadex drugs (such as Coumadin or Warrariru where accurate dosing is parbcibarlv 
rnportani and large variations ot 1 r| an are aea lei 

The boiuycr abbots made according to the Invention described in the above Identified 
ippilcation mm be accurately split, whereas tl ee typo con ran abb tvahabh 
ioonoiaver abbots arc done; eonsla-crsbv orovlde accurately spilt had bahleis. 



In adOrnon ;o eecensey lo weight ofihe resulting halves, because the dose in an Pecub 

eoatainiag no drug, the anail deviation seen (3.5% or less,. 2..eb% :a average) occurs 
wit hi a th bear.. Cue w lairnre? no drag I in.svubre is rest tire dose do an; 
necessarily carry the weight venation as opposed to conventional products, where the 

- ^ \ \ ss o v e . \ 

all sitrtements made on nafbrraabor; and belief arc believed in he one: and bather that 
v t > were u - cue s w s ra aai the like 

so niacin arc punishable by buu or unpbooreueac or both, inuier hecuon 1001 of Title las 
ot the t abed Siate> t ode snd ti i sea i vb bid tal.se siateesents mas jeopardies the 




Elliot 1 ilafau oh.i). 
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